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REMARKS 

Applicants respectfully thank the Examiner for finding that claims 1-4 are allowable. 

Upon amendment, Claims 1-4 and 6-8 are pending in this application. Claims 5 and 9-1 1 
have been canceled without prejudice. Claims 1-4 have been amended to more clearly define the 
claimed subject matter. Claim 6 has been amended to recite a pharmaceutical composition as 
suggested by the Examiner. Claims 7 and 8 have been amended to delete the term "and/or 
prophylaxis". No new matter has been added by the amendments. Support for the amendments 
is found throughout the application and claims as originally filed. 

Applicants respectfully reserve the right to pursue any non-elected, canceled or otherwise 
unclaimed subject matter in one or more continuation, continuation-in-part, or divisional 
applications. 

Reconsideration and withdrawal of the objections to and the rejections of this application 
in view of the amendments and remarks herewith, is respectfully requested, as the application is 
in condition for allowance. 

Abstract 

The abstract has been objected to because "there is nomenclature or chemical structure of 
the compounds in the abstract." The Examiner has suggested amending the abstract to include 
formula (I). Applicants respectfully feel that the abstract as originally filed satisfies the 
requirements for an abstract. That is, it is believed that the abstract enabled "the United States 
Patent and Trademark Office and the public generally to determine quickly from a cursory 
inspection the nature and gist of the technical disclosure." (37 C.F.R. 1.72(b)). Nevetheless, 
Applicants have amended the abstract to include general formula (I) as well as to follow more 
closely with the language in the claims. 

Rejections under 35 U.S.C. § 112, First Paragraph 

Claims 7-1 1 are rejected under 35 U.S.C. 1 12, First Paragraph, as allegedly failing to 
comply with the enablement requirement, particularly with respect to (1 ) a method for the 
treatment of central nervous systems diseases (CNS); (2) treatment of disorders of perception, 
concentration, learning and/or memory; or (3) a method for controlling disorders of perception, 
concentration, learning and/or memory. Applicants respectfully disagree and traverse. 
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As an initial matter, although Applicants strongly disagree with the Examiner's allegation 
that the specification is viewed as lacking enablement for prevention of any of the diseases 
recited, the pending claims have been amended to delete the term "and/or prophylaxis" solely to 
expedite the prosecution of the present application, and without prejudice to Applicants' right to 
pursue them in one or more continuation, divisional or continuation-in-part applications. 
Similarly, although Applicants strongly disagree with the Examiner's allegation that the 
specification is lacking in scope for a method for controlling disorders of perception, 
concentration, learning and/or memoiy, Claim 1 1 has been canceled without prejudice to 
Applicants' right to pursue them in one or more continuation, divisional or continuation-in-part 
applications. 

In view of these amendments and the following discussions, Applicants respectfully submit 
that the rejection should be withdrawn. 

With regard to the methods of treatment of the present claims, the test of enablement is 
whether one reasonably skilled in the art could make or use the invention from the disclosures in 
the patent coupled with information known in the art without undue experimentation. U.S. v. 
Telectronics, Inc., 857 F.2d 778, 785 (Fed. Cir. 1988). The examiner has the initial burden to 
establish a reasonable basis to question the enablement provided for the claimed invention. 
Manual of Patent Examining Procedure ("MPEP") § 2164.04 (citing In re Wright, 999 F.2d 
1557, 1562 (Fed. Cir. 1993)). 

Accordingly: 

A specification disclosure which contains a teaching of the 
manner and process of making and using an invention in 
terms which correspond in scope to those used in describing 
and defining the subject matter sought to be patented must be 
taken as being in compliance with the enablement 
requirement ... unless there is a reason to doubt the objective 
truth of the statements contained therein which must be relied 
on for enabling support 

It is incumbent upon the Patent Office, whenever a rejection 
on this basis is made, to explain why it doubts the truth or 
accuracy of any statement in a supporting disclosure and to 
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back up assertions of its own with acceptable evidence or 
reasoning which is inconsistent with the contested statement. 

Id. (emphases added). 

Applicants respectfully submit that whether or not the scope of a claim is broad is irrelevant 
to the assessment of the enablement of the claim. The question is whether those skilled in the art 
would have been able to make and use the claimed invention based on the disclosure. (See U.S. v. 
T electronics, Inc., at 785). 

Applicants respectfully submit that the pending claims are enabled because the 
specification "contains a teaching of the manner and process of making and using an invention in 
terms which correspond in scope to those used in describing and defining the subject matter sought 
to be patented." Id. 

For example, the specification teaches that the compounds of the present invention are 
useful in that they "increase the cGMP levels in neurons and thus represent active ingredients for 
controlling central nervous system diseases characterized by disturbances of the NO/cGMP 
system" and that "they are suitable in particular for improving perception, concentration, 
learning or memory after cognitive impairments" (Page 14, lines 12-16). These diseases and 
impariments include "mild cognitive impairment, age-associated learning and memory 
impairments, age-associated memory losses, vascular dementia, craniocerebral trauma, stroke, 
dementia occurring after strokes (post stroke dementia), post-traumatic craniocerebral trauma, 
general concentration impairments, concentration impairments in children with learning and 
memory problems, Alzheimer's disease, Lewy body dementia, dementia with degeneration of the 
frontal lobes including Pick's syndrome, Parkinson's disease, progressive nuclear palsy, 
dementia with corticobasal degeneration, amyolateral sclerosis (ALS), Huntington's disease, 
multiple sclerosis, thalamic degeneration, Creutzfeld-Jacob dementia, HIV dementia, 
schizophrenia with dementia or Korsakoff s psychosis" (Page 14, lines 17-26); as well as 
"anxiety, tension and depression, CNS-related sexual dysfunctions[,...]sleep disturbances, and 
for controlling pathological disturbances of the intake of food, stimulants and addictive 
substances" Page 15, lines 17-20). Similarly, it is disclosed that the claimed compounds can be 
prepared by synthetic procedures described in Schemes A and B and in the Examples. Finally, 
the specification discloses various assays which can be readily performed by one of ordinary 
skill in the art to determine the desired activity without undue experimentation (Page 16, line 
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14- Page 19, line 10)Therefore, it is clear that a sufficient guidance is provided in the specification 
so as to allow those of ordinary skill in the art to make and use the claimed invention, as required 
by 35 U.S.C. § 112, first paragraph. 

Nonetheless, the Examiner further alleges that "the scope of the claims is not adequately 
enabled solely based on the activity related to cGMP activity provided in the specification" and 
thus that one skilled in the art would have to undergo an undue amount of experimentation in 
consideration of factors 1-6 set forth in/« re Wands. Applicants respectfully disagree with the 
allegations. 

To the extent that assays provided herein are prophetic, Applicants point out that the 
specification need not contain an example if the invention is otherwise disclosed in such manner 
that one skilled in the art will be able to practice it without an undue amount of experimentation. In 
reBorkowski, 422 F.2d 904, 908, 164 USPQ 642, 645 (CCPA 1970). 

In view of the foregoing, it is clear that sufficient guidance is provided in the specification 
so as to allow those of ordinary skill in the art to make and use the claimed invention. Indeed, the 
claimed invention is directed to the use of obtainable compounds. The skilled artisan can readily 
determine the activity for any of the compounds encompassed by the claims by using the assays 
described in the specification, which can be readily used to determine that a synthesized compound 
is useful in the treatment of the diseases recited in the claims. Moreover, the determination by a 
physician as to whether a claimed compound is effective in treating a recited disease in a given 
patient is a type of determination that is always made by physicians for every pharmaceutical. 
Indeed, the determination is a routine one that every physician is prepared to make, and which 
requires little or no effort. Therefore, Applicants respectfully submit that one reasonably skilled in 
the art could make or use the invention as claimed without undue experimentation. 

In sum, Applicants respectfully submit that: (1) the specification provides sufficient 
information and guidance to those of ordinary skill in the art to make and use the claimed 
invention; (2) the Examiner did not provide any factual or legal basis to doubt that the claims are 
enabled; and (3) to the extent any experimentation is necessary, such experimentation is not undue. 
Therefore, Applicants respectfully request that the rejection of the claims under 35 U.S.C. § 1 12, 
first paragraph be reconsidered and withdrawn 
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Claims 6 and 9-10 stand rejected under 35 U.S.C. § 1 12, Second Paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In particular, Claim 6 stands rejected because the term "medicament" is allegedly 
unclear. Without conceding the validity of the rejection, Claim 6 has been amended to recite a 
"pharmaceutical composition" instead of a "medicament". No new matter has been added by 
this amendment. 

Claims 9 and 10 stand rejected because the phrase "for use" is allegedly a "mental step" 
requiring rewriting as either a method claim or a composition claim. Without conceding the 
validity of the rejection, claims 9 and 10 have been canceled without prejudice. 

Applicants respectfully request that the rejections of the claims under 35 U.S.C. § 1 12, 
Second Paragraph be reconsidered and withdrawn. 
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CONCLUSION 



In view of the amendments and remarks made herein, the application is believed to be in 
condition for allowance. Favorable reconsideration of the application and prompt issuance of a 
Notice of Allowance are respectfully requested. Please charge any required fee or credit any 
overpayment to Deposit Account No. 04-1 105. 



Date: April 8, 2008 

Respectfully Submitted, 

By: /Nicholas J. DiCeglie. Jr./ 

Nicholas J. DiCeglie, Jr. 
Registration No. 5 1 ,6 1 5 
Attorney for Applicant 

EDWARDS ANGELL PALMER & DODGE LLP 
P.O. Box 55874 
Boston, MA 02205 
Telephone: 212-308-4411 
Facsimile: 212-308-4844 
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